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E.O. 11652: N/A 

TAGS: OGEN, ETRD, TBIO, UK 

SUBJECT: FDA ADVISORY: VOLUNTARY RECALL OF LAB. CONTROL 
STANDARD DUE TO PRODUCT INSTABILITY BY COULTER 
DIAGNOSTICS INC. 

REF: STATE 303275 

EMBASSY CONTACTED COULTER ELECTRONICS LTD. AND INFORMED 
ONLY THREE LOT NUMBERS RECEIVED IN U.K. (282, 384 OF 6/7 
ML SETS AND 789 OF 4/1 ML SETS). ADVISORY LETTER WAS 
RECEIVED, UNSTABLE LOTS WERE RECALLED AND COULTER 
DIAGNOSTICS INC. WAS INFORMED OF ACTION. 
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